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‘Nexxt Splne
14425 Bergen Bivd, Smte B

.Nobleswlle iN 46060

Office: 317.436. 7801 :

- Fax: 317 245 2518

Eric Lintuta; Director of Englneenng and Regulatory Affalrs 7_
Inertia®, Honour““ Facet Fixx™; InertlaTM MIS Struxxure"M

Pedicle screw system anterlor cervncal system vertebral bcdy replacement

system interbody fusion’ system and facet screw system

Inertla -and lnertla“‘ MIS
-888. 3050, Spll"lal mterlammal fixation orth05|s KWP Class II
- 888. 3070 Pedlcle screw splnal system MNI & MNH; Class II
Honour™. .
"~ 888.3060, Spmal mtervertebral body ﬁxatlon orthOSIs MQP Class II
. 888 3080, Intervertebral body fusmn device, ODP & MAX Class II
Facet Fixx™ .
Unclassified, System facet screw splnal dewce MRW

T Struxxure""

- Submission'-Purpose:

"Device Descriptions:

-

g :'_'Intended Use:

. 888. 3060 Splnal |ntervertebrat body fi xatlon orthosrs KWQ Class II
ThIS submission modifies the sterallzatlon and packaging state of the. Nexxt

_Spnne spinal systems impiants. The Inertia®, Honour™ :Facet Fixx™ and -

Struxxure™ implants’ will be optionally avartable as sterile:

The Inertia® Pedicle Screw System consists of rods, polyamal SCrews and set
SCTEWS. Rods are- available in either straight or pre—contoured (curved) forms
and in a variety of iengths Polyax|a| screws are available in a variety.of
dlameter-length combinations. Set screws are used to fasten the rod’ and

‘polyaxial screw.

The HONOUR™ Spacer System is a collection of radlolucent cage dewces
The basic shape.of these implants is a structural column: The superior and
inferior surfaces are open with serrations to facilitate implant stability. The
implants are available in an assortment of height, length, width and
anteropasterior angulation combinations to accommodate a varlety of -

anatomic requirements.

The Facet Fixx™ System isa posterlor facet spinal fi fi xatlon system ccnslstung

-of screws with and without washers: The cannulated screw is offered- partlally o

or fully threaded in various diameter and Iength comblnatlons

Struxxure™. conslsts of plates and'screws‘in a vanety of sizes. Plates from 12

to 5-levels are cffered Fixed and variable angle screws are avallable intwo .

- dlameters in both seif: tapplng and’ self-drllltng versmns

The Intended Use for each cleared spinal system is unchanged

The Inertia® Pedicle Screw System is intended to provide: rmmoblllzatlon o
and stabilization of spinal segments in skeletally mature patients as an =~
adjunct to fusion iri the treatment of the following acute and.chronic = -

- instabilities or- deformities of the thoracic, lumbar, ‘and. sacral spine: severe

spondylcltsthesrs (grades 3 and 4) of the L5-S1 vertebra; degeneratrve ‘
spondylolisthesis with objective evidence of neurologic |mpa|rment fracture .
dislocation; scoliosis; kyph05|s splnal tumcr and falled prewous fusnon ’
(pseudarthrosus) : :
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When used as a cenncal mtervertebra! fusron dewce the HONOURT"' o
devices are mdrcated for' use at onelevel i in the cervical spine, from C2-T1,

‘in skeletally mature patlents ‘who have had six weeks of non—operatlve
treatment for the treatment of degeneratwe disc disease (DDD) with-up.to - _
Grade 1 spondylol|sthe3|s DDD is defined as neck pain of discogenic origin

- with degeneration of the disc confirmed by history and radiographic studles
The device is- mtended for use wrth autogenous bone- graﬂ and-with. o
supplemental fixation systems cleared for use in the cenncal splne (e g the
Blade® Antenor Cervical Plate System) B : o
When used as'a lumbar: intervertebral fusmn dewce the HONOUR“"
‘devices are indicated for use at one ortwo contlguous levels in the lumbar. -

spine, from L2-S7, in skeletally mature patients who have had six months of - . - ‘

non-operative treatment for the-treatment of degénerative disc disease (DDD)
with up to Grade 1 spondylohsthesm 'DDD is defined as back pain of
-discogenic origin with. degeneration of the disc confirmed by history ahd
radrographlc studies. The device is intended for use wrth autogenous graft
. and with supplemental fixation systems cleared for use m the Iumbar splne :
(e.g., the Inert|a Pedicle Screw System) : R
When. used asa vertebral body replacement dewce the HONOURT"‘ '
devices are mdlcated for use in the thoracolumbar 3 spine (r 1-L5) for partlal
replacement (i.€., partial vertebrectomy) of a diseased vertebral body.

resected or. excrsed for the treatmernit.of tumors or tralma/fracture in order to- ~ -

achieve ‘anterior decompression of the spinal cord and neural tissues,; and to
‘restore the helght of a collapsed. vertebral body. The device'is intended for -

use with autograft or allograft and with supplementa! mtemal fixation systems_ - B

cleared for use in the thoracotumbar splne (e g, the Inert|a Pedtcte Screw
System) '

' The Facet Fixx™ System is intended to stabilize the spine as an aidto ~ -
fusion through bilateral immobilization of the facet joints. For transfacet
fixation, the screws are inserted through the inferior articular process across

the facet joint and into the. pedicle. For translammar facetifixation, the screws =

are inserted through the lateral aspect of the splnous process, through the
lamina, through the. mfenor artrcular process across the facet ]omt and mto
the pedlcle : :

The Facet Fixx System is mtended for bilateral facet fi xat|on with or wrthout ,
bone graft, at single or muiltiplé levels from C2't6 S1 inclusive. The Facet lex-
System is indicated for treatment of any or all of the- following: - S

- Degeneratwe disc disease (DDD) as defined by back pain of dlscogemc
origins confirmed by hlstory and radlographlc studles

. Degeneratlve d|sease of the facets W|th lnstablllty

« Trauma (i.e: fracture or dlslocatlon)

. Spondytolrsthesrs :

. Spondytolysm ' .

. Pseudarthr03|s and failed prevnous fusron whlch are symptomatlc or whlch |
may cause secondary |nstab|||ty or. deformrty :
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The Struxxure“" System is mtended for antenor screw /fi xatlon of the S
: _cerv:cal spine. These |mplants have. been de3|gned to provnde stablllzatlon as R
-an adjunct to. cervical fusion. Indications for.the use of this |mplant systern
include degenérative disc disease (defined as neck pain of discogenic origin -~ -
“ 'with-the deégeneration of the disc confirmed by history and radiographic IR
studies): spondylolisthesis, trauma (i.e., fractures.or dislocations), spinal - = - - .
" ‘stenosis, deformity (i.e., kyphosus Iord031s or scohosus) tumor o S
pseudarthrosm or falled _previous fusion.

" ‘Nexxt Splne spinal systems lmplants are manufactured from a vanety of

medical grade matérials including titanium alloy (Ti- 6AI-4V ELI) per ASTM

" F136, CP Titanium (Grade 2 or 4) per ASTM F67, Zeniva® ZA-500
: polyetheretherketone per ASTM F-2026 or tantalum per 'ASTM F-560.

Inertia® Pedicle Screw System, Nexxt Spine, K090984 K1 01 278 & K1 32412 N
Honour™ Spacer System, Nexxt Spine; K120345 ' S

- Facet Fixx™, Nexxt Splne Ki131417 -
) StruxxureTM Antenor Cer\ncal Plate and Screws Nexxt Splne K1 33475

Performance data is not prowded in this submlssu)n
Each spinal systemimplant possesses the |dentlcal technologlcal

- , charactenstlcs as its respec'uve predtcate |mplant These mclude

» basic de5|gn

. materlaf
e mode. ofoperatlon

sizing and
+ anatomic location.

Therefore the fundamental scuentlﬁc technology of each Nexxt Spme splnal )
system implant is the same as the pre\nously cleared Nexxt Spine sptna!
system. |mplant .

- In comparison-to the predlcate dewces the Nexxt Spme spmal system
’ .|mplants ‘have - :

« the same intended use (as described- above) o
» the'saine technologmal charactenstlcs {(as descr:bed above)

Therefore the Neixt Spine spmal system implants can be found substan’nally o
equlvalent to the predlcate Nexxt Splne spmal system |mplants -
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t"ﬁ-w Food and Drug Administration
“tvaia 10903 New Hampshire Avenue
Nocument Control Center - WQ06-G60%
Silver Spring. M1} 20993-0002

June 26, 2014

Nexxt Spine, LLC

% Karen E. Warden, Ph.D.
BackRoads Consulting, Incorporated
P.O. Box 566

Chesterland, Ohio 44026

Re: K141376

Trade/Device Name: Inerlia® pedicle screw system, Inertia" MIS pedicle screw system,
Honour™ interbody fusion system, Facet Fixx' facet screw system,
and Struxxure  anterior cervical system

Regulation Number: 21 CFR 888.3070

Regulation Name: Pedicle screw spinal system

Regulatory Class: Class H

Product Code: MNH, MNI, KWP, MQP, ODP, MAX, MRW, KWQ

Dated: May 21, 2014

Received: May 28, 2014

Dear Dr. Warden:

We have reviewed vour Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassificd in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act {Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adultcration. Please note; CDRH does not cvaluate information related to contract liability
warrantics. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class [T (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Pleasc be advised that FDAs issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complics with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements. including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801): medical device reporting (reporting of medical
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device-related adverse events) (21 CFR 803): good manufacturing practice requirements as set
forth in the quality systems (QS) regulation {21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Scctions 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (§00) 638-204 ]
or (301) 796-7100 or at its Internet address

hutp:/Awww. fda.uov/MedicalDevices/Resourcesfor Y ou/Industry/default.htm. Also. please note
the regulation entitled, "Misbranding by refercnce to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR reguiation (21
CFR Part 803), please go to
htp://www.fda.gov/MedicalDevices/Salety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address

htp/Awww fda.sov/Medical DevicesfResourcesforY vu/Industry/default.htm.

Sincerely yours,

Ronald P. Jean -S for

Matk N, Melkerson

Director

Division of Orthopedic Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120

Food and Drug Administration Expiration Date: January 31, 2017
Indications for Use See PRA Statement below.
510(k) Number (if known) o
K141376
Device Name

Inertia® and Inertia™ MIS pedicle screw systems

Indications for Use (Describe) .
The Inertia™ Pedicle Screw System is intended to provide immobilization and stabilization of spinal segments in

skeletally mature patients as an adjunct to fusion in the treatment of the following acute and chronic instabilities or
deformities of the thoracic, lumbar, and sacral spine (T1 to 82} severe spondylolisthesis (grades 3 and 4} of the L5-81
vertebra; degenerative spondylolisthesis with objective evidence of neurologic impairment; fracture; dislocation; spinal
stenosis; scoliosis; kyphosis; spinal tumor; and failed previous fusion (pseudarthrosis).

Type of Use (Select ane or both, as applicable)
Prescription Use (Part 21 CFR 801 Subpart D) (] Over-The-Counter Use (21 CFR 801 Subpart C)

PL.EASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Genter for Devices and Radiological Health (CDRH) {Signaturs)

Zane W. Wyatt
Division of Orthopedic Devices

This section applies only to requirements of the Paperwork Reduction Act of 1995,
“DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required fo respond to, a collection of
information uniess it dispiays a currently valid OMB number.” :

FORM FDA 3881 (1/14) Page 1 of 1 PSC Publishung Senices (301) 4436740 EF



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No, 0910-0120

Food and Drug Administration Expiration Date: January 31, 2017
Indications for Use See PRA Stalement below.
510(k) Number (if known) o -
g K141376
Device Name

HONOQUR™ interbody fusion system

Indications for Use (Descnbe)
When used as a cervical intervertebral fusion device, the HONQUR™ devices are indicated for use at one level in the

cervical spine, from C2-T1, in skeletally mature patients who have had six weeks of non-operative treatment for the
treatment of degenerative disc disease (DDD) with up to Grade | spondylolisthesis. DDD is defined as neck pain of
discogenic origin with degeneration of the disc confirmed by history and radiographic studies. The device is intended for
use with autogenous bone graft and with supplemental fixation systems cleared for use in the cervical spine {e.g., the
Blade® Anterior Cervical Plate System).

When used as a lumbar intervertebral fusion device, the HONOUR™ devices are indicated for use at one or two
contiguous levels in the lumbar spine, from L2-S1, in skeletally mature patients who have had six months of -non-
operative treatment for the treatment of degenerative disc disease (DDD) with up to Grade 1 spondylolisthesis. DDD is
defined as back pain of discogenic origin with degeneration of the disc confirmed by history and radiographic studies. The
de\iice is intended for use with autogenous graft and with supplemental fixation systems cleared for Use in the lumbar
spine (e.g., the Inertia® Pedicle Screw System).

When used as a vertebral body replacement device, the HONOUR™ devices are indicated for use in the thoracolumbar
spine (T1-L3) for partial replacement (i.e., partial vertebrectomy) of a diseased vertebral body resected or excised for the
treatment of tumors or trauma/fracture in order to achieve anterior decompression of the spinal cord and neural tissues,
and to restore the height of a collapsed vertebral body. The device is intended for use with autograft or allograft and with
supplemental internal fixation systems cleared for use in the thoracolumbar spine (e.g., the Inertia® Pedicle Screw
System),

Type of Use (Select one or both, as appficable}

h| Prescription Use (Part 21 CFR 801 Subpart D) [0 over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health {(CDRH) (Signature}

ZangW:\Vyatt
Division of Ofthepédic Devices

FORM FDA 3881 (1/14) : Page 1 of 2 PAC Pubbiburg Serviees (1011400470 EF



This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the coliection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Sta
PRAStaff@fda.hhs.gov .

*An agency may not conduct or sponsor, and a person is not required (o respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (1/14) Page2of2



DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

510(k) Number (if known} — —
K141376

Device Name
Facet Fixx™ facet screw system

Indications for Use {Describe}

The Facet Fixx System is intended to stabilize the spine as an aid. to fusion through bilateral immobilization of the facet
joints. For transfacet fixation, the screws are inserted through the inferior articular process across the facet joint and into
the pedicle. For translaminar facet fixation, the screws are inserted through the lateral aspect of the spinous process,
through the lamina, through the inferior articular process, across the facet joint and into the pedicle.

The Facet Fixx System is intended for bilateral facet fixation, with or without bone graft, at single or multiple levels from
C2 1o S1 inclusive. The Facet Fixx System is indicated for treatment of any or all of the following:

* Degenerative disc disease (DOD) as defined by back pain of discogenic origins confirmed by history and radiographic

studies

* Degenerative disease of the facets with instability
» Trauma (i.e. fracture or dislocation)

» Spondylolisthesis

» Spondylolysis

* Pseudoarthrosis and failed previous fusion which are symptomatic or which may cause secondary instability or

deformity

Type of Use (Select one or both, as applicable)}

4 Prescription Use (Part 21 CFR 801 Subpart D) O Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY

Concurrence of Center for Devices and Radiclogical Health (CDRH) (Signature)

ZaneW=\Vyatt

Division of Orthepédic Devices

This section applies only o requirements of the Paperwork Reduction Act of 1985,
*DO NOT SEND YOUR COMFPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of informalion is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintgin the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect

of this information collection, including suggestions for reducing this burden, to:

- Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act {PRA) Staff
PRAStaffi@fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond lo, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 {1/14} Page 1 of 1

T3C Pubbabing Serviar {301) 43-0740

EF



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120

Food and Drug Administration ' Expiration Date: January 31, 2017
Indications for Use Ses PRA Stalement below.
510(k) Number (if known) T -
K141376
Device Name

Struxxure™ anterior cervical system

Indications for Use {(Descnbe)
The Struxxure™ System is intended for anterior screw fixation of the cervical spine. These implants have been designed

to provide stabilization as an adjunct to cervical fusion. Indications for the use of this implant system include degenerative
disc disease (defined as neck pain of discogenic origin with'the degeneration of the disc confirmed by history and
radiographic studies), spondylolisthesis, trauma (i.e., fractures or dislocations), spinal stenosis, deformity (i.e., kyphosns
lordosis or scoliosis), tumor, pseudarthroms or failed previous fusion.

Type of Use {Select one or boih, as applicable)
Prescription Use (Part 21 CFR 801 Subpart D) 0 Over-The-Counter Use (21 CFR 80t Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health {CORH) (Signature)

Zane__‘.
Division of Of

Zeic Devices

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimaled to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the coflection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer ¢
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
inforrnation uniess it displays a currently valid OMB number.”

N

FORM FDA 3881 (1/14) Page 1 of 1 PSC Pubisking Sorvken (30114456740 EF



